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Determination of lactic acid in pharmaceutical excipient lactic acid by HPLC

KONG Xuan, WU Yan, LI Hua-long
Tianjin Institute for Drug Control, Tianjin 300070, China

Abstract: Objective To establish an HPLC method for assay of lactic acid in pharmaceutical excipient lactic acid. Methods

HPLC method was adopted. The determination was carried out on Capcell Pak Cis MG Cis column (250 mm x 4.6 mm, 5 um). The
mobile phase was consisted of 0.1% phosphoric acid aqueous solution - acetonitrile (97.5 : 2.5). The detection wavelength was set at
215 nm. The flow rate was 1.0 mL/min. The column temperature was 35 ‘C, and volume of injection was 20 pL. Results The linear
relation was good (r=0.999 9) between lactic acid and peak area in the range of 0.1 — 5.0 mg/mL. The average recovery rate was
99.8% with RSD values of 0.8% ( n=9). Conclusion The method has simple operation, good accuracy, precision and durability,

which can be performed in assay of lactic acid in pharmaceutical excipient lactic acid.
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Table 1 Determination of lactic acid in pharmaceutical

excipient lactic acid (n=2)

FLER/%
it X
HPLC i Bk

18100185 89.9 86.2
18100285 90.6 86.8
18100385 88.8 86.4
CD171101C 89.1 88.3
CD171102C 89.7 88.4
CD171103C 88.0 88.7
K50491666833 89.7 90.5
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